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= (54) Title: TEST DEVICE 




(57) Abstract: A test device for testing of analyte concentration in a fluid 
to be applied thereto comprises: a plurality of sensors (10) on a reel (16), 
each of said sensors carrying reagent means for producing an electrical sig- 
nal in response to the concentration of analyte in an applied fluid, and each 
of said sensors having a plurality of electrodes (42), corresponding elec- 
trodes of adjacent sensors being connected together by a conductive track 
(38) on the reel (16); and a meter comprising electronics means (18, 8) for 
producing a signal output which is dependent on the electrical signal from 
the said sensors (10), the meter having contacts (44) which are electrically 
connected with the said conductive tracks (38). 
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TEST DEVICE 

BACKGROUND OF THE INVENTION 
5 l. Field of the Invention 

The present invention relates to a test device for 
measuring the concentration of an analyte in a fluid 
sample, notably to a test device for analysing blood 
glucose or other analytes in bodily fluids. 
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2. Description of the Prior Art 

Diabetics regularly need to test samples of their blood 
to determine the level of blood glucose. The results 
of such tests may be used to determine levels of 
medication needed to treat the diabetes at the time, 
in one Known type of system, disposable sensors are 
used to test the blood. The sensors typically take the 
form of test strips which are provided with a reagent 
material that will react with blood glucose to produce 
an electrical signal. Conductive tracks on the test 
strip relay the electrical signal to a meter which 
displays the result. After a sample of blood has been 
applied to the test strip and the measurement has been 
taken, the test strip is disposed of. In order to 
couple the conductive tracks on a test strip with the 
meter, the test strip needs to be inserted into a 
sensor holder prior to the start of testing The 
sensor holder has corresponding mating electrodes which 
are brought into electrical contact with the conductive 
tracks of the test strip. Test devices are known m 
which a plurality of test strip are provided on a 
cartridge disc. Each strip is housed in its own sensor 
slot, and means are provided to eject a test strip from 
its slot when required, and to automatically locate it 
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in a sensor holder. Examples of test devices with test 
strip dispensers are described in US Patent No. 
5,660,791, European Patent Application No. 0 732 590, 
and European Patent Application No. 0 738 666. The 
5 dispensing devices are relatively complex in 
construction. 

International Patent Application No. WO 98/19159 
describes a test device which includes a set of test 

10 strips and calibration means corresponding to the test 
strips. The device includes a ^docking portion which 
has a sensor holder for engaging a test strip when a 
reading is to be taken, and the calibration means 
removes the need for the user to carry out manual 

15 calibration. The device does not automatically locate 
the test strip in the docking portion, which job is 
carried out by the user. 

It is known from International Patent Application No. 
20 WO 99/05966, to provide a test device in which a single 
test member is re-usable and permanently secured to at 
least a part of the meter. It is necessary to clean 
the test member after use before it can be reliably re- 
used. 

25 

SUMMARY OF THE INVENTION 

According to an aspect of the present invention there 
is provided a test device for testing of analyte 

3 0 concentration in a fluid to be applied thereto, the 
device comprising: 

a plurality of sensors on a reel, each of said 
sensors carrying reagent means for producing an 
electrical signal in response- -to- the- concentration of 

35" "analyte in an applied fluid, and each of said sensors 
having a plurality of electrodes, corresponding 
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different times. In a particularly preferred 
embodiment, the test area at which a sample of fluid is 
to be applied to a sensor is in a housing which has a 
lid. Opening or closing of the lid causes the reel to 
5 advance to locate a fresh sensor in the test area. It 
is preferred that closing of the lid causes indexing of. 
the reel and also causes the end of the reel which 
carries a used sensor to be cut off. 

10 Used sensors which are cut off from the reel may be 
discarded. Alternatively, a space may be provided in 
the housing for receiving and retaining sensors which 
have been cut from the reel. The cut sensors may be 
permanently stored in the housing or they may be 

15 emptied out from time to time. The area where cut 
sensors are stored in the housing may optionally be 
provided with an anti-bacterial agent to reduce odours. 

To facilitate hygienic disposal of used sensors, a 
removable container may be provided in the housing to 

20 receive cut sensors. The removable container may be 
disposed of and replaced by a new removable container, 
or it may be emptied, cleaned and replaced in the 
housing. Used sensors may be placed in the housing by 
hand, or they may be placed in the housing 

25 automatically. 

For simplicity, it is preferred that the contacts of 
the meter are permanently in contact with the 
conductive tracks on the reel, and hence with the 

30 electrodes of the sensor in the test area. However, it 
would be possible for the meter contacts to be movable 
away from contact with the conductive tracks when a 
reading is not being taken. Because the contacts of 
the meter are always in contact- .with- the conductive" 

-35 tracks when a reading is being taken, there is no need 
to locate a sensor in a sensor holder. Electrical 
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BRIEF DESCRIPTION OF THE DRAWING 
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The invention will now be further described, by way of 
example, with reference to the following drawing in 
5 which: 

Figure 1 is a perspective view of a test device in 
accordance with the present invention, with the 
lid closed; 

10 

Figure 2 is a perspective View of the test device 
of Figure 1 with the lid open; 

Figure 3 is a part vertical-section view of the 
15 test device of Figure 1; 

Figure 4 is sectional view through part of the 
device of Figure 1, with the lid open; 

20 Figure 5 is a sectional view corresponding to 

Figure 4, with the lid closed; 

Figure 6 is a part sectional view of part of an 
alternative embodiment of a test device in 
25 accordance with the invention, showing the sensor 

cutter in a non-cutting position; 

Figure 7 is a part sectional view corresponding to 
that of Figure 6, of another alternative 
30 embodiment of a test device in accordance with the 

invention; 

Figure 7a is a sectional view of part of the 

device~of~Figufe 7, showing an optional 

35 arrangement of the reel; 
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Fig ore 8 is a plan view of part of a reei suitable 
for use in a test device in accordance with the 
invention; 

Figure 9 is a plan view similar to Figure 8 of an 
alternative embodiment of the reel; 

Figure 10 is a plan view similar to Figure 8 of a 
further alternative embodiment of the reel; 

Figures 11 to 13 are schematic representations of 
alternative embodiments of test devices xn 
accordance with the invention; and 

Figure 14 is a partial sectional view of a further 
alternative embodiment of the present xnventxon, 
showing an arrangement for cutting and storing 
strips from a reel. 



DETAILED DESCRIPTION OF THE DRAWING 

^ ir, vitmre 1 comprises a housing 2 

, 5 The test device shown m Figure P 

which has a lid 4 connected thereto by a hxnge The 
lousing 2 has a display 8 for displaying an output of 
test reading. Without limiting the xnventxon in any 
X the dimensions of the housing illustrated are 

30 about 90 mm by 50 mm by 15 mm. 

* sensor cutting member 6 is mounted on the housing 2. 
The Tensor cutting member 6 is urged upwards by spring 
lean (not shown) to an extended position as shown xn 
35 Figured. When the lid 4 is closed it pushes the 
3 s nsor cutting member 6 downwards to a retracted 
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position as shown in Figure 1. The sensor cutting 
member 6 is provided with a blade 28 along its top 
inside edge which severs any sensor 10 which is 
disposed beneath the blade 28 when the lid 4 is closed. 

5 

A sensor (test strip) 10, part of a reel 16 as shown in 
Figure 3, is disposed through a guide member 12 and is 
exposed in a test area to permit a blood sample to be 
applied to it. As will be explained presently, closing 
10 of the lid 4 causes the reel 16 to advance so that a 
used sensor 10* is disposed under the blade 28 for 
cutting and a fresh sensor 10 is exposed in the test 
area. Cut sensors 10' are collected in a container 34 
in the housing 2 . 

15 

In this example, the reel 16 is made from 100 to 125 /im 
thick polyester tape. As shown in Figure 3 the reel 16 
follows a path within the housing 2 from a spool 36 via 
a guide wheel 26 and ratchet wheel 22 to the test area 

20 at the top of the housing before the blade 28. Other 
arrangements and paths could of course be used and are 
within the scope of the invention. Sprocket holes 40 
in the tape are engaged by sprockets 24 on the ratchet 
wheel 22 so that , turning of the wheel 22 in a counter- 

25 clockwise direction as viewed in Figure 3 advances the 
reel 16. Sprocket holes could of course alternatively, 
or additionally, be provided along each edge of the 
tape in a well-known manner. 



30 



The reel 16 could be provided as a removable cartridge 
which is loaded in the housing in the manner of loading 
a film in a camera, and it is within the scope of the 
invention to provide a motorised winding mechanism in 
the housing 2 for indexing the -reel through the 
35 housing. 
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8 between broken lines) comprises a pair of electrodes 

42, one of which functions as a working electrode and 

the other of which is a dummy electrode. A central 

conductive track 38 functions as a reference/counter 
5 electrode. 

The reel 16 has 100 sensors 10/ all of which sensors 
are connected together by means of the conductive 
tracks 38, so that application of an analyte in a fluid 

10 sample to any sensor 10 on the reel 16 will produce an 
electrical signal which is sensed by the signal 
processing means 18. Since fluid samples are applied 
only at the test area, which is a fixed distance from 
the point of contact of the conductive tracks 38 with 

15 the contacts 44, the signal processing means may 

readily be calibrated to produce a display output which 
corresponds to the concentration of analyte in an 
applied sample, taking into account factors such as the 
resistance of the tracks between the two points. 

20 

Referring now to Figures 4 and 5, a mechanism for 
indexing the reel 16 forward is illustrated. The 
ratchet wheel 22 has a plurality of ratchet teeth 32 
radially disposed about one face. The hinged lid 4 is 

25 provided with a pawl 30 which is pivotally attached 

such that the act of closing the lid 4 causes the head 
of the pawl 30 to engage with and move a ratchet tooth 
32, thereby causing the wheel 22 to move counter- 
clockwise as viewed in the drawings and advance the 

3 0 reel 16 by a distance corresponding to one sensor 10. 
Fully closing the lid 4 then causes the cutting blade 
28 on the sensor cutter 6 to cut off a used sensor .10' 

-as- previously described. When the- lid 4-is- opened, the 

pawl 30 drops back to the position shown in Figure 7, 

35 without moving the wheel 22, and the indexing process 
can then be repeated. 
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In the embodiment shown in Figure 6, separate 
mechanisms are provided for advancing and for cutting 
the reel 16. Sprockets 24 are pushed counter-clockwise 
5 as shown in Figure 6 by a pushing member 50 which 

projects inwardly from a trigger 48 which is pivotally 
mounted in the housing. Pressure from a user's finger 
on the trigger 48 depresses the trigger and indexes the 
reel 16 forward by a distance equal to the length of 

10 one sensor 10. The trigger is biased by a spring (not 
shown) to return the trigger to~ a rest position at 
which it may again be depressed to index the reel by 
the same distance. After indexing the reel 16 once, 
and taking a sample reading, the user can cut the used 

15 sensor 10 from the reel 16 by pressing on a spring- 
biased sensor cutting member 6 so that a blade 28 cuts 
the reel. 

Figure 7 shows another embodiment, in which the 
20 sprocket wheel 22 is provided with a drive wheel 52 
whereby turning the drive wheel turns the sprocket 
wheel. A pawl 30 is pivotally connected to the lower 
portion of a lid 4 which has a central pivot 54. When 
a user fully depresses the lower part of the lid 4, the 
25 pawl 30 pushes a ratchet tooth 32 on the drive wheel 52 
to index the reel by the length of one sensor. After 
taking a sample reading, the user pushes the upper part 
of the lid 4 so that a blade 28 cuts the used sensor 
from the reel 16. A notch or die 56 is provided in a 
30 surface under the reel 16 and co-operates with the 
blade 28 to aid cutting or tearing of the sensor 10. 

Figure 7a shows an optional arrangement for storing the 
reel 16 on a rotatable drum 60. The tail of the reel 
35 16 is fixed to a core 58. Electrical contacts (not 

shown) on the core 58 are permanently connected to the 
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conductive tracks on the reel 16, As the reel is 
advanced by the sprocket drive, it unwinds from the 
outside of the rotatable drum 60. The tail end of the 
reel unwinds inside the drum, from a small radius 
5 around the fixed core to a larger radius, with fewer 
turns • 

Referring now to Figure 14 , another alternative 
arrangement is shown, similar to the feeding and 

10 cutting mechanism shown in Figure 7. Opening the lid 4 
(Figure 14a) turns the, ratchet^ wheel 22 and moves a 
fresh sensor into the test area. Closing the lid 
(Figure 14a) cuts off the used sensor by means of a 
blade 28, and the used sensor 10' drops into a waste 

15 container 34. The container 34 has one or more 
antibacterial agents to reduce odours. 

The device shown schematically in Figure 11 is a fully 
integrated unit which is disposed of when used. The 

20 unit comprises a PCB with signal processing electronic? 
18, a display 8, a battery 66, an optional waste sensor 
container 34, a reel storage area 62 and a feed 
mechanism 22 (optionally with a sensor detaching 
mechanism) . The device of Figure 12 has the same 

25 component elements, but the reel is stored in a 

cassette or cartridge 64 which is removable. The reel 
may be wound on to the feed mechanism 22 automatically 
by a feed mechanism powered by the battery, or 
manually, in the manner of a camera wind-on mechanism. 

30 

The device shown in Figure 13 features a cassette 

system in which both the reel storage area 62 and the 
_f eed mechanism -22 ( and-optionally the~cuttihg" " " 

mechanism) are housed in the cassette 64. Optionally, 
35 the cassette 64 could also house the used sensors. The 

waste sensor container 34 could be provided with a 
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take-up s; 
use. 



pool on which would be wound the reel 16 after 



Although the invention has been described with 
reference to various embodiments, these embodiments are 
not intended to be limiting. It will be apparent to 
those skilled in the art that modifications thereto can 
be ma de without departure from the spirit and scope of 
the invention as set forth in the following claims. 
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CLAIMS 

1. A test device for testing of analyte concentration 
in a fluid to be applied thereto, the device 

5 comprising: 

a plurality of sensors on a reel, each of said 
sensors carrying reagent means for producing an 
electrical signal in response to the concentration of 
analyte in an applied fluid, and each of said sensors 
10 having a plurality of electrodes, corresponding 

electrodes of adjacent sensors^ being connected together 
by a conductive track on the reel; and 

a meter comprising electronics means for producing 
a signal output which is dependent on the electrical 
15 signal from the said sensors, the meter having contacts 
which are electrically connected with the said 
conductive tracks. 

2. A test device as claimed in claim 1, wherein the 
20 meter has contacts which are permanently connected to 

the said conductive tracks. 

3. A test device as claimed in claim 1 or claim 2, 
further including separating means for separating a 

25 used sensor from one end of the reel. 

4. A test device as claimed in claim 3, wherein the 
separating means comprises cutting means for cutting 
the reel. 

30 

5. A test device as claimed in claim 3 or claim 4 r 
wherein a sensor is exposed to permit application of a 
fluid sample at a test area which is within a housing, 
the housing having a lid which can be moved to cover 

3 5 the test area. 
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preceding claims, wherein the reel 
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housing and the reel is provided in a removable 
cartridge which is mounted in relation to the housing. 

14. A cartridge for releasably mounting in relation to 
5 the housing of a test device in accordance with claim 

13, comprising a plurality of sensors on a reel, each 
of said sensors carrying reagent means for producing an 
electrical signal in response to the concentration of 
analyte in an applied fluid, and each of said sensors 
10 having a plurality of electrodes, corresponding 

electrodes of adjacent sensors Toeing connected together 
by a conductive track on the reel. 

15. A cartridge as claimed in claim 14, further 

15 including a mechanism for unwinding and advancing the 
reel when the cartridge is mounted in the housing of a 
test device. 

16. A cartridge as claimed in claim 14 or claim 15, 
20 further including storage means for storing used 

sensors. 

17. A cartridge for releasably mounting in relation to 
the housing of a test device in accordance with claim 

25 13, substantially as herein described with reference to 
or as shown in the drawing. 

18. A test device substantially as herein described 
with reference to or as shown in the drawing. 
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Fig. 3 
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Fig. 11 
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Fig. 12 



SUBSTITUTE SHEET (RULE 26) 



PCT/GB99/03004 

WO 01/23885 -.Mi 

13/14 




Fig. 13 



SUBSTITUTE SHEET (RULE 26) 



WO 01/23885 



14/14 



PCT/GB99/03004 



34 




Fig.14b 



SUBSTITUTE SHEET (RULE 26) 



PCT/GB 99/03004 



>grtonaldaasmcatioo 



and IPC 



i Documentation 



eearched other 



than minimum 



documentation to the 



^^at^hboctiments 



- ind uc>d in the beki.^.uJ 



"Rational aeareh (name 



otciatabaeeanb, ' 



I. search term* uaed) 



r r „„„ |nrr U»^oldo<»nen..»«h | ^ c ' aon - 

11c 5 395 504 A (SAURER ERIC ET AL) 
7 March 1995 (1995-03-07) 

fofu^l line 23 - line 30 

column 2, line 42 « 
column 3, line 35 J 

C °1 U ,S1' Vile 64 -iofumn %. i^ 22 
column 5, line oh _ ^ 
column 7, line « 36 
column 8, line 16 - line 
claims 6,10,16,17,25,za 
figures 12,13 . 



2,7,14 



further <jocume<*» «•»»"« 

5 June 2000 

F«C(*31-70) 340-3016 



a ^^^^ 

14/06/2000 

Authorized officer 



Angel ie, 



page 



1 of 2 



INTERNATIONAL SEARCH REPORT 



Intern uj Application No 

PCT/6B 99/03004 



C^Conttmutlon) DOCUMENTS CONSIDERED TO BE RELEVANT 





Citation of document, with indication whoro appropriate, of the relevant passages 


Relevant to daim Na 


Y 
T 


us r ?07 & rnTNRpR Rimni f ft am 


2 7 14 

/ , l«t 




11 Junp 1QQ6 MQQfV-nfi-1*n 

11 UUlie i77U \ IjjO^v 11/ 






abstract 






rnliitnn 1 linA fid — column 7 linp. 1 






mlnmn P 1 i fia dR — lino fil 






rnliimn 4 linp dfl. — linA fiR 

IrWlUlllll *T , 1 1 IIC 1U 1 1 lie VwJ 






rriliimfi R lino 9A 1 i na 9Q 

cuiuniii 1 1 lie en i trie 






figures 1,2,4,5 




A 
A 


FP 0 177 d17 A f HATKTN TNn 1 TTI^ 


fi ft in 

O,0, 1U, 




?n tinnp iqqo n Q Q o-nfi-?n ^ 


11 

11 




dUo l»i all 






nana A lino Cvl .nina 7 1 i na *2 1 
paye 0, line 94 page /, line Ji 






page o, line 10 page 7, line j 






page 12, line 57 -page 13, line 3 






page 13, line 51 - line 58 






claim 7 






Tigures t,o 




A 


IK C 707 AQQ A ( lACfTP f TRAPIM 
Uo 9 /y/ Oyj A VOAtutK utKAKUJ 


1-, U, 




_o August iyyo viyyo-uo-"coj 


1 K-l 7 




abstract 






column 2, line 9 - line 21 






column line -column j, line / 






column line - nne 4i 




A 


rB A 709 Can A f D AVCD AT ^ 


1 9-17 




lo beptemoer iyyo viyyo-uy-io; 






abstract 






column 2, line 25 - line 53 






column 6, line 1 - line 13 






claims 1,2 




A 


US 5 407 554 A (SAURER ERIC) 


12-17 




18 April 1995 (1995-04-18) 






abstract 






column 2, line 26 - line 56 






column 6, line 54 - line 67 






column 10, line 1 - line 13 





Form PCT7ISA/210 (com*uaflcn 01 Moond (July 1962) 



page 2 of 2 



INTERNATIONAL SEARCH REPORT 



PCT/6B 99/03004 



PubUcaaon 



ir^iioT--r-o^95 



FR 
AU 
AU 
CA 
DE 
0E 
EP 
ES 



OP 



Patent family 
members) 

"2701U7 A 
667152 B 
5487394 A 
2114685 A 
69411963 D 
69411963 T 
0609760 A 
2122049 T 
6294769 A 



publication 




AU 
AU 
CA 





2710411 A 
681423 B 
7303194 A 
2132382 A 
69422111 D 
0644423 A 
7167820 A 



2018955 C 
2049153 A 
7052170 B 
5228972 A 

2733745 A 
709712 B 
5193196 A 
2175427 A 
0740960 A 
90218U A 




us 

AU 
AU 
CA 
OP 
US 

FR 
AU 
AU 
CA 
EP 
OP 



5630986 A 
706347 B 
4098696 A 
2167109 A 
8262026 A 
5854074 A 

2705150 A 
669060 B 
6195094 A 
2122690 A 
0624653 A 
6331591 A 



05-08-1994 
07-03-1996 

11- 08-1994 
05-08-1994 
03-09-1998 

12- 05-1999 
10-08-1994 
16-12-1998 

21- 10-1994 

31-03-1995 
28-08-1997 
06-04-1995 

22- 03-1995 
20-01-2000 
22-03-1995 

04- 07-1995 

19-02-1996 

19- 02-1990 

05- 06-1995 

20- 07-1993 

08-11-1996 

02- 09-1999 
14-11-1996 

03- 11-1996 
06-11-1996 
21-01-1997 

20-05-1997 
17-06-1999 
26-09-1996 
15-09-1996 
11-10-1996 
29-12-1998 

18-11-1994 
23-05-1996 
17-11-1994 
11-11-1994 
17-11-1994 
02-12-1994 



